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DETAILED ACTION 
Status of the Claims 

The amendments to claims 1, 3, 7, 8, and 12 are acknowledged. 
Currently, claims 1 - 22 are pending, however, claims 13- 22 have been 
withdrawn as drawn to a non-elected invention. 

Withdrawn Objections and Rejections 

The previous objection to the specification is withdrawn in light of Applicant's 
amendment filed April 4, 2006. 

All previous rejections have been withdrawn in view of Applicant's arguments and 
amendments filed April 4, 2006. 

Response to Arguments 

Applicant's arguments, see p8-12, filed April 4, 2006, with respect to the 
rejection(s) of claim(s) under 35 U.S.C. 102 have been fully considered and are 
persuasive. The first 102 rejection, which cited the Pyle et al. reference (US 5,821,066), 
does in fact only teach potable water, which as defined by Applicant, differs from the 
"finished water" taught by the instant application, and therefore, Pyle et al. do not 
anticipate Applicant's claim 1 . However, Pyle et al. do include the step of "determining 
the effect the (potable) water has on the targeted agent," wherein the water sample of 
Pyle et al. is initially collected and dyed with a fluorochrome dye in order to determine if 
there are viable or respiring cells (see cl.1). Therefore, the broad "determining" step of 
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the instant application is taught through this step of Pyle et al. because it is first 
determined if there are live target cells in the potable water, which can be considered an 
"effect" of the potable water, before performing the subsequent detection steps. 

The second 102 rejection, which cited the Fritsch et al. reference (US 
2003/0108922), does apply a method of detection to finished water, however the step of 
"determining the effect said finished water has on the targeted agent," is not distinctly 
taught by the Fritsch et al. reference, and therefore, Fritsch et al. also do not anticipate 
Applicant's claim 1 . 

Therefore, the previous rejections have been withdrawn. However, upon further 
consideration, a new ground(s) of rejection is made and presented below. 

NEW GROUNDS OF REJECTION 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1 - 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pyle et al (US 5,821,066) in view of Fritsch et al. (US 2003/0108922). 

Pyle et al. teach a simple, rapid method for detection of specific microorganisms, 
particularly in potable water sources and water storage areas (see column 6, lines 48- 
53). The method comprises the steps of: 

analyzing a sample for a particular target species in food or water; 

determining if the target species is viable in the food or water sample, by 
collecting the sample and dyeing with a fluorochrome dye in order to determine the 
presence of any viable target cells; 

selecting and providing an antibody (first molecular recognition element) that 
specifically binds to a particular species of target bacteria in the sample of water; 

mixing (flowing) the liquid (sample) suspected to contain the target bacteria with 
the specific antibody (first recognition element); 

capturing the bacteria (biological agent) present in the sample with the specific 
antibody (first recognition element) through binding; 

emitting a fluorescence signal, which indicates the presence of the target 
bacteria in the sample (see column 7, lines 17-36; example 3, columns 17-18, and claim 
1 in particular). 

However, Pyle et al., which teach the method of detecting in potable water 
sources, fail to teach that the method also encompasses "finished water" samples. 
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Fritsch et al. teach an electrochemical detection method for pathogens and toxins 
in water supplies, particularly finished water. The method of Fritsch et al. comprises: 

analyzing a sample suspected of having a target analyte (biological agent); 

selecting and providing a primary analyte binding material (first molecular 
recognition element), which targets the biological agent in the sample; 

introducing (flowing) the sample to be tested for a specific analyte to the assay 
structure, which contains the primary analyte binding material (first molecular 
recognition element); 

capturing the biological analyte in the sample through binding to the primary 
analyte binding material (first molecular recognition element); and 

creating a current (emitting a signal) within the assay structure via a 
electrochemically active material, which indicates the presence of the analyte in the 
sample (see paragraphs [0024], [0025], [0027], [0036] and [0038] in particular). By 
detecting the concentration of target analytes, such as toxins and pathogens, in finished 
water samples, the possibility of an outbreak occurring in the finished water supplies 
can be reduced, which provides for cleaner, safer drinking water and will reduce fatality 
rates worldwide (see paragraphs [0027] and [0058]). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to include with the detection method of Pyle et al. the use 
of finished water samples as taught by Fritsch et al. because Fritsch et al. teach the 
benefit of detecting pathogens in finished water samples in order to reduce the 
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possibility of an outbreak occurring in the finished water supplies, which provides for 
cleaner, safer drinking water and will reduce fatality rates worldwide. 

With respect to Applicant's claims 2-4, Pyle et al. teach that the bacteria that 
has been captured by binding with the specific antibody is next treated with a specific 
fluorescent conjugated antibody (second molecular recognition element) that also binds 
to the captured bacteria (see column 18, lines 2-10 in particular). The fluorescent label 
provides the emitted fluorescence signal to indicate the presence of the target bacteria 
in the sample, wherein the signal is quantifiable using an image analysis system (see 
column 18, lines 30-42 in particular). 

With respect to Applicant's claim 5, Pyle et al. fail to teach the use of 
electrochemical detection, however, the method of Fritsch et al. utilizes electrochemical 
detection, wherein the signal emission generated through a created current is detected 
electrochemically (see paragraphs [0024] and [0025]). Fritsch et al. teach that their 
detection method can use fluorescence techniques, however, the methods of 
electrochemical detection provide a more accurate and less time intensive detection 
method (see paragraph [0049]). Therefore, it would have been obvious to include the 
electrochemical detection method with the method of Pyle et al. because Fritsch et al. 
teach the benefit of this detection method in order to provide a more accurate and less 
time intensive detection method. 

With respect to Applicant's claim 6, Pyle et al. teach that the signal emission is 
capable of fluorescence detection, as discussed above (see column 18, lines 1-42). 
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With respect to Applicant's claim 7, the element used by Pyle et al. to specifically 
bind to the target bacteria is an antibody (see column 17, lines 53-58 in particular). 

With respect to Applicant's claims 8 and 9, Fritsch et al. teach the sample is 
treated with an electrochemically active material, which contains an electrolabeling 
material and either a metal ion, a redox enzyme, a metalloprotein, or a chelating agent. 
The electrochemically active material is added along with the secondary analyte binding 
material (second molecular recognition element) to bind to the target agent and create 
the electrochemical signal, without interfering with the primary analyte binding material 
(first molecular recognition element) (see Figure 1 , paragraph [0063], and claim 2 in 
particular). 

With respect to Applicant's claim 10, Pyle et al. teach the biological agents 
detected by the method of Pyle et al. mainly consist of pathogenic bacteria (see column 
16, lines 54-56 and column 17, lines 53-56 in particular). 

With respect to Applicant's claims 1 1 and 12, Pyle et al. teach the antibody (first 
molecular recognition element) used to specifically bind to the target bacteria is coated 
on a solid phase, particularly immunomagnetic beads (see column 17, lines 53-58 and 
column 18, lines 55-60). 

Conclusion 



No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jacqueline DiRamio whose telephone number is 571- 
272-8785. The examiner can normally be reached on M-F 9-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Patent Examiner 
Art Unit 1641 
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